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We would like to thank the Board 
for this opportunity to present our 
concerns and we support ELAP’s 
efforts to improve operations 
implement a uniform accreditation 
standard in the State.
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The ERP is Proposing that All 
Laboratory be TNI Compliant and 
that ELAP use Third Party Assessors
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CAL represents both Publically Owned and Privately 

Owned Laboratories, from the Very Large to the Very 

Small.  

• This is not a “Small Lab” Issue

• This is not a “Public Lab” Issue

• TNI and TPAs impact all laboratories



Background







Why are Laboratories Accredited?

“Reliable laboratory data on water are 
necessary to ensure a safe water supply and 
enable the Department of Public Health to 
carry out its responsibilities…”

California Register Vol. 25, No. 2 July 28, 1951



What Does ELAP Do?

Review of Documents submitted 
by Laboratories

Review of Results from 
Performance Testing Samples

Conduct an On-Site Assessment 
(OSA)

Collect a Fee

Issues a Certificate of 
Accreditation (or Not)



This is a Typical Sized Lab testing pH
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What Does ELAP Look for in  an 
Application and OSA?

Are there the proper facilities and 
staff?

 Is there the proper equipment?

Are there the proper chemicals?

Are the proper procedures 
followed?



What Does ELAP Look for in PT 
Samples?

Laboratories Analyze PT Samples 

• The Quantity is Unknown

• The Laboratory has to Participate and 
get the Correct Value 

• There are over 700 Labs, 4400 FOTs, 
Tens of Thousands of Individual Results



TNI



What is TNI?

It is Collection of Supplemental 
Requirements that do not alter the Test 
Methods required by Law but provide 
additional policy, record keeping, and 
reporting documentation.



Management Requirements
• Requirement 4.1.5 c

Does the laboratory have policies and procedures to ensure the 
protection of its clients' confidential information and proprietary 
rights, including procedures for protecting the electronic storage 
and transmission of results?



Purchasing Requirements
• Requirement 4.6.2 – 3 - 4

Does the laboratory ensure that supplies & services comply with 
specified requirements?



Hundreds of Requirements



For This Lab to Be Accredited for pH TNI Adds

Module 1:    72 Items
Module 2-4: 281 Items
Module 2-5: 352 Items
Module 4:     329 Items
Total:              1,034 



Florida and New York
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Where it has been applied in a 
compulsory fashion, TNI has resulted in 
the number of accredited laboratories 
decreasing, mainly smaller laboratories, 
both government and private.  The costs 
to all laboratories increased and to the 
accreditation program.



TNI Minus



Whittling Down

21

This was discussed at the October 
2016 Board Workshop

• We were told that ELAP would “whittle 
down” the TNI requirements

• We would be working with “TNI Minus” 
or “TNI Lite”



TNI Plus
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The Current Proposal from ELAP 

• Only Deletes Five Items

• It adds an Additional 50 or so Items in the 
form of “Modifications”

• However ELAP and the ERP do not want to 
actually change anything in the TNI 
documents themselves.

• This means the proposal is actually “TNI Plus”



How Would This Work?
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TNI is Copyrighted and not Publically 
Available

• How would this be Incorporated into 
Regulation?

• How would these Modifications be 
incorporated if the TNI documents are not to 
be changed?

• Some Modifications Contradict TNI 
Requirements



Third Party Assessors



Why Does ELAP Need TPAs?
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ELAP’s Position is that they are Unable to 
Conduct OSA’s with Current Staff

• ELAP’s Authorized Budget and Staff is About 
the Same Today as in 2001-02

• ELAP Was Able to Conduct OSAs at Close to 
the Required Frequency of Every Two Years in 
2001 – 02

• Why not now?
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Why Does ELAP Need TPAs?
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ELAP has a Long History of being Unable 
to Adequately Supervisor Assessors 

• If ELAP Cannot Adequately Supervise their 
Own Staff, How can they Supervisor 
Contractors and Staff?

If ELAP is Unable to Hire and Retain 
Adequate Staff, How would Contractors 
be Able to do so?



PT Samples



ELAP and PT Samples?

All Laboratories Analyze PT 
Samples 

• There are over 700 Labs, 4400 FOTs, 
Tens of Thousands of Individual 
Results

• ELAP is Currently Evaluating PT 
Samples Manually

• This very inefficient and labor 
intensive



Fees



Fees
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ELAP Fees Doubled Over the Last 18 
Months

• This was just to be able to fund ELAP current 
program

• Using TPAs could easily Double Fees again

• TNI Requires a Great Deal more Labor for 
both the Laboratories and ELAP

• TNI will drive up fees as well



Conclusions



What Does ELAP Do?

Review of Documents submitted 
by Laboratories?

ELAP Reviews Performance 
Testing Samples by Hand

ELAP Cannot Conduct OSAs

Issues a Certificate of 
Accreditation?



Can ELAP Handle TNI & TPA?

ELAP is Barely Doing the Minimum 
Right Now, Even After Doubling our 
Fees

• Can they really handle TPAs and TNI?

• These Proposals can only Result in Much 
Higher Fees and Less Efficiency

• Higher Fees and Regulatory Burden will 
impact the viability of many laboratories 


